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1/ 




M*ai] (a)* (i) 




Do 



7- [2- (3, 5-v^D-4-f>jy;V) - 1 -**Vif* 

[W**3] (a)* (I) 

[flS2] 
OCH 3 



CI 




ffiSEJjf 2004-3039723 



#0 2003-094508 



^-v : 2/ 



t?«*L*7- [2- (3, 5-^no-4-lfVy» -1"**^ 
j _ 4 _^^y_^fn [i, 3-^>"/yt^v-;v-2, l' -v*n^ 

*wii»ic*fc»»«*«v»TM-*^a#^*^*^«ttw*tt«^ (C0PD) * 

3 ism^COPD^ fc»±PBA©?6**Jo 
[»*E5] (a) 5$ (I) 



T?a$*L&7- [2- (3, 5-^nn-4-E''jy» -1 

] _ 4 _^^y-^en [1, 3-^>'/WV-)l'-2, 1' -v^n^ 

[»*»7] (a)5£ (I) 




Kb 3] 

OCH 3 



tHSE#2 004-3039723 



mW. 2003-094508 



s<-*J: 3/ 




[2- (3, 5-y^n-4-t'iJy» -1"**^ 
] [1, 3-^/v^^V-JW-2, 1' -v*n^ 

K*J **** * * 2 £^1" *> £ i: * k 1" * COPD * fc * * 

bo 

*6<d:£ (i) 

Kb 5] 
och 3 




•«S*L*7- [2- (3, 5-^nn-4-e'j^) -1 



miE# 2004-3039723 



!$m 2003-094508 



^-v?: 4/ 



u*9w, ?rv~Y\ 7*-w vttii*??***'***. 1 *****'** 

*i&#*9lB*W>7- [2- (3, 5-y^n-4-^Jy» -1-**V 

tzt><D^: (i) 

[ft 6] 
OCH 3 




T?***l*7- [2- (3, 5-y^n-4-^^v) -l-**V.x*-* 

n ^,/v, 7 yy^>\ 7*-VJ Kifcli79V*^>i*^^* 
3] (a)* (I) 
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2003-094508 



5/ 



Mb 7] 
och 3 




T***t*7- [2- (3, 5-^nn-4-^y» - 1 -t*Vif* 

n^v*>, w->\ KtWi?^^*^^^^^^* 
*lfl*3g 1 3 fBm^COPDf fcttWA*>?&*:frft« 
[§^<?>iNM&m93] 
[0 0 0 1] 

[0 0 0 2] 

ft*, PDE-IViaS^Jii^T-n^ K»Jfc (COPD) N 

o 

7 _ [2- (3, 5-y7nn-4-f')-») - 1 V^;v] 
_ 4 _^ h ^-^tfn [1, 3-^yy^v-^-2, l' -'^o^ 



ffilE# 2004-3039723 
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6/ 



[0 0 0 3] 

mmammo 1/3 2 1 2 v 

[0 0 0 4] 
[#f^»2] 

BHt&H*9 6/3 6 6 2 4t^>7W7 V 
[0 0 0 5] 

mm L£okir2> mm] 

7- [2- (3, 5-y^nn-4-^y» -1-** 
yxfjl] _4_^h^^-^tfn [1, 3-^>VW*V-*-2, 1' - 

[0 0 0 6] 

(1) ~ (14) ^Bii"*o 

(1) (a)5£ (I) 
[0 0 0 7] 

[ft 8] 



0CH 3 




[0 0 0 8] 

•c***l*7- [2- (3, 5-^^nn-4-ei;y;v) -i-**v^* 
] _4-^^>-xeP [1, 3-^W5;**V-JU-2 i 1' -v^n^ 



ffiiE#2 004-3039723 



&jg 2003-094508 



7/ 



(2) ^fnOW^K-/n>, ^f;^vK^7n^ 

(3) (a)* (I) 
[0 0 0 9] 

[ft 9] 




[0 0 10] 

*Ub 7- [2- (3, 5-y^n-4-^jv» "l-*^* 
] _4_^b^v-^en [1, 3-^>7yt^f7^-2, 1* — >*n^ 

(4) ^fnOW7VK-7n>> ^;v7VK-7d^ 7°VK-7> 
^7*y->\ Kifcli79V*>mf>BI*^ * VVC**J:IB (3) 

(5) (a)* (I) 
[0 0 11] 



miiE#2 004-3 039723 



(&m 2003-094508 



i-y: 8/ 




[0 0 12] 

■C***l*7- [2- (3, 5-v^nn-4-tfVv;W -l-**Vi** 
] -4-^^>-xen [1, 3-^>^**V-^-2. 1' 

(6) ^fnOWVK^/n^ ^^K-'/n>, ?VY-/y 

(7) (a)* (I) 
[0 0 13] 

Mfci i] 
och 3 




[0 0 14] 

:**t*7- [2- (3, 5-^nD-4-f'jy» 
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!&m 2003-094508 



9/ 



KsufcH-^-r 2 m^^-r^ - ^ *#m^-r ^coPDt fctt*Aoi&*ffi* * 

bo 

(8) ^tnO^VK-'/D'A ^,^H-V'n>, ^K-^/> 

) 

[0 0 15] 
[flSl 2] 



[0 0 16] 

•C*3*l&7- [2- (3, 5-^nn-4-e'j^) -l-^yif* 
] _ 4 _ n ^.>_xen [1, 3-^/^t^VHV-2, 1' -v^n^ 

(1 0) Arn^f bWVK-^A ^;v^VK-7nA 

) ffim^7- [2- (3, 5-^nD-4-e'J^) - 1 -*^rVxf]V] 
_ 4 _^ h ^v-^tfn [1, 3-^W^^v-^-2, 1' -i/fU^S 
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s<-*j: 10/ 



i) 

[0 0 17] 
Hfcl 3) 



OCHj 




[0 0 18] 

T?*S*l*7- [2- (3, 5-^nn-4-ev^) - l 

3 _ 4 _^^en [1, 3-^>/vt^V-^-2, 1' -v^n^ 

(1 2) xrn^ »7VF-v*n>, ^f;^VK-/n>, -fVY-v* 

i) iBiRo^jiaj&*jo 

(1 3) (a)* (I) 



[0 0 19] 
Uhl 4] 

OCH3 
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^-v: 11/ 



[0 0 2 0] 

•C*S*l*7- [2- (3, 5-^nn-4-lfV^) "l"^^ 
] _ 4 _*>*->-*_n [1, 3-^'/^^V-^-2, 1' -v?n^ 

(14) *xn-<< K^WF^yn^ N ^f)i/'/l/>- , /n>, 

3) Ifi^<OCOPDt/i{i:PiJ^^0^V*o 
[0 0 2 1] 

* (I) 

[0 0 2 2] 
[ft 15] 



[0 0 2 3] 

7- [2- (3, 5-^nn-4-f'jy» _ 2 _**y .x.?-;v 
] -4_.pt tfn [1, 3-^>Vyt^V-;v-2 ( 1' -~>*n^ 

(I) tv^o 

[0 0 2 4] 



CI 
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^-v: 12/ 



ft** (i) <DWM^mm^^w^timh lt»±. ^mm, n 

[0 0 2 5] 

ft^tJ (I) o«y£:£i£twov>-a&9l-r*o 
ft** (I) ti. 1096/36624 HSB*0*i*^«t ») fc**"^ *<» 

ft** (i) ^&&&i&<o&ti&&it&&&i'&z>&* *3m<oWM 

*Lfeo»««*«ffl-r*ifc* , t?*- wwioft** (i) 

[0 0 2 6] 

ft** (i) oitwtftv^i^ ft** (i) wfrnwefthtiztzn 
ft** (i) *io r *o*a4 fe »^« ! «*tL*ttii> *4^i±#a»ii 

*»W0 7- [2- (3, 5-v 
_ 4 _p? |.^->_^tfn [1, 3 

[0 0 2 7] 



mSE#2 004-3039723 



#M 2003-094508 



^-v*. 13/ 



ii^tiTmvit (A) ~ (E) -eftSfr^l/K-V'nv (prednisolone) ^ ^ 
f^VK-yav (methylprednisolone) , 'JV»"/VK^/n>th'J^A 
(prednisolone soduim phophate) . SI^^H^V'n^ (prednisolone 
acetate) V*n > (prednisolone succinate) %£<D7 

[0 0 2 8] 



Ktl 6] 




[0 0 2 9] 

-ettWTIBO* (F) ~ (K) ^tLS^ne*'/|i7^f*V> (flutic 
asone propinate) . ^nftv^n^V^ (beclometasone dipropionat 
e) % 7rV^ K (budesonide) > 7^V'J K (f lunisolide) > 7f>*^ 
(mometasone furoate) ^ -etL-e^TIS^ (L) ~ (O) T 
(cortisone acetate) . HKnn;Vfy*> (hydrocort 
isone) > a^^Rt Koa/I'f (hydrocortisone succinate) ^ I£S£7Jl/ 
(fludrocortisone acetate) SfOn/l'^WiNMk 
[0 0 3 0] 

tBIE# 2004-3039723 
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s<-z?: 14/ 



Mfcl 7] 




[0 0 3 1] 




[0 0 3 2] 

*-fr-e*tTfB05£ (P) - (S) -C^^tt^x^r^^^Vy (dexamethazone) 

•/Dt't^f^t^^y^ (dexamethazone propionate) n V ^BRt^"^ 
^ , /Vt> , J^ A (dexamethazone sodium phosphate) > >S^7 , ^t> 
(dexamethazone palmitate) »Of*t^^W»> **tWFIB 



ffiSE#2 004-3039723 



mm 2003-094508 



^- v : 15/ 



(t) ~ (U) ***S~s (betametasone) , yVntV^f 

s<**9-/y (betametasone dipropionate) W<9*9V>WIMfc> **** 
tLTIBO^: (V) ~ (X) "C^^hVTAyynV (tiramcinolone) . h 
i; 7Av;n > 7-b h ~ K (tiramcinolone acetonide) , ft 81^9^ * (p 
arametasone acetate) ^K-^> (prednisone) , ft»^n-/VK> (h 
alopredone acetate) ^F# s &&f tt&o 



[0 0 3 3] 
Hfcl 9] 




[0 0 3 4] 
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mm 2003-094508 



16/ 



Mb 2 o] 




[0 0 3 5] 

*c«tiML copd, nr*itt, *tt*;«L&, ^a««, ngifi«i&> 

[0 0 3 6] 



tBgE# 2004-3039723 
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^- *? : 17/ 



[0 0 3 7] 

o«i*^^jet-rjt±PiaE-rw3rj:v»^ ^»wn»4«£tfi/5o (1) 

f tz\t^(Dmm.^^^^^^ u ^ K ^ J) -50000/1, #f 3 L < fil/10 
~1000/lTffiv>t>*L& o 
[0 0 3 8] 

IloSI^I^Ht L-r^-r^>^^{±> «x.wr(aMb*W (I) *fc 

[0 0 3 9] 

. -Mi:fffl^^f»Ai (MDI) > 

W***i/Cv*T*J:v\, JJB* 1 l^t^i^t^^^ 

* ^- y-fe/H3 J: tf-hfBfg 2 fc^O^ttfflMMafc'S'tr >f 

«5W*jub* i jm-o k ? >f * *r- £Hrt> nnmmft t -t«* 2 K 9 



tliiE# 2004-3039723 



mm 2003-094508 



y<-i?: 18/ 



[0 0 4 0] 

vc&m (i) tti^^ii^^wgwfno^i *tt-r 
fc**t>*t it, «p* l < J42ojeuiowpi - K * 

[0 0 4 1] 

ft-fr* (i) * fctt^o^WKiw******^^ 0 * K * 1 * 

[0 0 4 2] 

10*01 i sam^a^- (tnf) - a mtmmr&m 

^ilf^ 0 p*bfe«Bafe*96^-/V-hKi5X104ffl»S. U##y-9-y*9>f 
K (LPS - E. eaii 055&3*:B5, 1000^ g/mL) ^T6^IW^**r*o **Jiit* 

RPIH1640O^^^^*^r">K (DMS0) ifc (DMS0-RPMI$0 fc»J*U LPSk 

fc*©**l*«ijn». DMS0-RPMm^<^^^nL/c^^^«*n^t-r^> o tnf- 

[0 0 4 3] 



ffilE#2 004-3039723 



mm 2003-094508 



s<-i?: 19/ 



*W C%) = MimHiiBff 



[0 0 4 4] 

tiMfrOiteBN? y h (B • V ><H±) tWST^r^ VI mg (0 
VA. >>^7ttS) j3J:O f 7Xm4kT;V5^^A200 mg 

Hi (*«W8I*I±*) A&T«*Ufc*, WH**B* 

SME0.5 mL (2X10l0fl/l mL&Sit«*U *H»««t»> *I*Krt«#-r* - 
fcfc J: M&^OUBfcfc^****^*^- (30X50X 

30 cm) rtfc?yh*A*L, ltl/»il 0ttO41*fl[«*'10*lll«X**t»; 

$fcli*-rn>f K#J) i:?U» (Pharmatose 325M : e»lS«. DVMttm) 

lfl»K©W^«^#ffl»«**ii»'***« 4*:, 0.125m*/#*% 
*^#-)l,fc$L*0* *2. 5 mg/mLh ft & £ 5 Ufc "b tU 

o 

[0 0 4 5] 

«JMW24"»W*^*«»A**' (BAL) 1"**>^ 
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^-v: 20/ 



l^^LtiltSStltt^tlt^ (BALF) 
[0 0 4 6] 

gggjg^gggg-fbggcnggg^gggg xlO0 



[0 0 4 7] 

m *«v*"cwi* Steffi t fc*itft#"r & - * * * 

[0 0 4 8] 

. num* flwaik mtoj^ 7X> ^a«*. **«ro*ftau * 



ffifE# 2004-3039723 
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v* : 21/ 



[0 0 4 9] 

tit. aiTJdttflHtft*****^***^^^^- «X«N«ifcitlHM'i: 

ft -5- *l Wftffl fSC^-CiS, £ £ tr ft A*H*I t L r {i^*<Zr^n o * «> * 
j£<«JBt?£, 7nv-n, 7ny-i2, 7nv-2i, 7n>-22, "7 
nv-113, 70V-114, 7n>-123> ?n>-l 4 2 c, 7n>- 
134a, 7n>-2 2 7, 70V-C318, 1, 1, 1, 2-f h57W 

JR»*k J&*£2<J> iW«l, »#*!U -tftttt********!** 
[0 0 5 0] 

[0 0 5 1] 

|»**L*ttfc*?-n>f K**, «A-ASfctK *avF*U). 01-1000 mg^O.O 
1-1000 mg. ffiKliO. 05-300 mgfc 0.1-300 mg, S L < «0. 1-20 

0 mgt 0.5-200 mg> a*-B-Ha:V»LftHtt>»fC, HWfc4fctt*lll*« 

[0 0 5 2] 
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v^-v: 22/ 



^g~100 mgt0.01~1000 mg, #4 L < «i5/ig~30 mg^O. 05-100 mg, Sfcfc 
0£L< 1*10;* g~20mgfc0. 1-10 mg. a#-H-HI*v» LSklSIUfeitT. RIH# 

n * tz imm & «v> -csu * & o 

[0 0 5 3] 

* tz±.m<Dumx\ ik&b (i) *^tt-€-o*aw»-w s #$*L**fc^^ D 

[0 0 5 4] 
[0 0 5 5] 

MM] 

H«0i :«©W (I) ) 

fSKJ:^ **>«jfc*fc&*«^*PiW'&o (I) 40g. ?L*S286.8 

»«12Qg*10^*o i©iW«*tfti:J: »»i^U jlttUiain^ IE 

»r >fk#!fe (i) 20 m s 

&«£ 143. 4mg 

t Kn^y/ntf;v-b;H3-7, 6 mg 

Xf7') >f j jfe^^->^ A Q.6mg 

200 mg 

[0 0 5 6] 



Bi8E#2 004-3039723 
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s<-z? : 23/ 



g& L?mfflf$£ i: "f * o - ftfc* tTV >WL~? *> * A 1. 2g^r in^-rrl-^ L 

£9i&ttJ&fr2(tag&^t1-£) £#&o 

^vK-yav 20 mg 

mm 143. 4mg 

t Kn^i/^nif;v-fe;vn-7, 6 mg 

Xr7i) >f7^'>^A 0- 6mg _ 

200 mg 

[0 0 5 7] 

mfeM3 (item (i) ^vk-/d>«i) 

;v-fe;vn-^<7)10%7jc^mi20g^Unx.^>o i<Ol^mci OI^U SIS 

1.2g*»l*.T»frU ©■Otttto^ttft (^7Ktt»T-15M) 

o-C, «gM (m&/c*Ht^ (I) 20mg^«t^WK-Vn>20mg^^-r^> 

) &#&o 

ft£-4& (I) 20 m § 

K-y'D V 20 mg 

fUS 123. 4mg 

20 m 2 

t Kn^->-7°n tf;v-fe;vn~- 6 mg 
Xf7') O.fong 



200 mg 



[0 0 5 8] 
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^-v: 24/ 



mmm 4 : mm ( 1 ) ) 

?z,uT)i>K2^-r<>mmMK%mvx, mm (i/UTA>t>ti*)m&ito&2* 
tt&m (i) 2 m 2 

flUfcfcaift 200 mg 

iSMVvf> 24 mg 

mtmrv*v> so m g 

1.72aL 

2.00mL 

[0 0 5 9] 

nmm 5 : mm u wfv k- » 

ffl^ip^vv^^^gisi^itffl^ 1 ;^^ >25g^rjn£ 

teJ&55-2mg£^Pr-f *#&o 

jSlCfr ^f^VK^/nv 2 mg 

mmmv^^-y 24 mg 

MI^'^T/ 50 mg 

ftumm^it 1 - 72mL 

2.00mL 

[0 0 6 0] 

H»J6 : &|ttfl Wt*W (I) k^f^VK- % /ov«JM« 



fcttfE# 2004-3039723 
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^-i?: 25/ 



Jiffl (l^T^Oft^ (I) 2mg*3J:^^;V7 B VF^^n>2»ng^^ 

fti^ W&W (I) 2 mg 

^f^^VK-V*n> 2 mg 

»WfVvf> 24 mg 

mmMmM 1 - 72mL - 

2.00mL 

[0 0 6 1] 

mWJ7 K^'f^^HRA*!! Mk£^ (I) ) 

;v£ffiv*T\ ft** (I) t«H^*(«PI^^'- 5 ~^«>o 

#« (I) *L* (Pharmatose325M ; DMVttm) k £m*ifcl 

ik^t? 16 - 7 mg 

SLflE ^ 3 - 3 m g 

100 mg 

[0 0 6 2] 

**ffiv*t\ Ktft^ti^^tt^ • *^5~20^m)o 

^y^K*>*W*»fc?L*l (Pharmatose325M ; fi»lS». DMVtfcR) fcfcSiJt;! 



UiiEJft 2 004-3039723 



#M 2003-094508 



^-v: 26/E 



^jl^- TTV=- K 9.1 mg 

1LM 90 - 9 m * 

100.0 mg 

[0 0 6 3] 

*»J9 : KeM^rnftAai (4£*m (i) trfv-Wi) 

ft-fr* (i) krrv-K«r**i^n3»*M-»(fl^*tt ; J«:5 

~20^m)o #&*tfcfls*% (I) 7fV - K^^ti^Wt ^ ?Ltt (Pharma 
tose325M ; fi«iS«. DMVtt*) fcMJfclO : 5 : 50-C»* U F9>f/^^- 

(I) 15.4 mg 

ILtt ■ T^-^ 

100.0 mg 

[0 0 6 4] 

7- [2- (3, 5-^^nn-4-f'Jy» -1-**V 
_ 4 _^ h ^v-^^n [l, 3-^^^fV-;V-2, r -v 
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: l/E 



[RM ffKI^W^ffl^^^^^^^T^-^IVPM (PDE-IV 

[SS^&] 7- [2- (3, 5-^nn-4-f'Jy» -1-**VA 
_ 4 _^^y-xen [1, 3-W^^VHV-2, 1' 

gftjftft. 7- [2- (3, 5-^nn-4-e-Jy» -1-**V-^ 
3 _4^ K y-xeD [l, 3-^V^**v-;v-2, l' -v^n^ 

^*/ii«n**v^w^^ta^*^*^*ttw*^^* (C0PD) **= ,±PBI 



tBiE# 2004-3039723 



^- v : i/E 



1 . ^H^J! s 

ft m 



#0 2003-094508 

m m a b m m 4) m. 



[000001029] 
1990^ 8ft 60 



ffifE#-5§- miE# 2 0 0 4 - 3 0 3 9 7 2 3 



